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a. AEdAManailn
a.® Finish product specification: Simvastatin tabtet USPeo

FuazBEaLaTAMANYLL YRS
Simvastatin lso mg 974U e&,000 NABY
A18lUEUIIINAAY sido,000.- UM
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Simvastatin wo mg

suiindouilar(Film- coat tablet) wiinfutssyuannsainuuseddld
Usgnauaiafian Simvastatin bo mg
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Ay Test items Specifications
@. | ldentification mwshumuﬁi:ﬂqlu finished product specification
. | Assay ®o.0 ~ ®@0.0% of labeled amount of Simvastatin
Dissolution Not less than e/&% (Q) of the label amount of
simvastatin is dissolved in mo minutes
@ | Uniformity of dosage unit m’sﬁlﬁhumuﬁixﬂu finished product specification
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m.lo Drug substant specification: Simvastatin USPeo

ANau Test items Specifications
@. | Identification MU
. | Assay &c.0 — @olbb.o% of labeled amount of dried basis
m. | Specific rotation Between +eowd® and +be®
& | Loss on drying Not more than o.&%
&. | Residue on lgnition Not more than o.e%
b | Heavy metals Not more than o.ol%
¢ i Chromatographic purity
-Simvastatin hydroxyacid Not more than o.e%
-Simvastain N/A
-Any other individual impurity Not more than o.e%
-Total impurity other than Not more than @.0%

lovastatin and epilovaststin
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FensfiRlumIsdeen PIC/S (Pharmaceutical Inspection Co-operation Scheme) ?Jaaﬂ‘ixmﬁ@:wam
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